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provision of paragraph (a) of this sec-
tion and a provision of a State’s admin-
istrative procedures act, the State’s
law shall apply.

§ 25.11 Work elements in financial as-
sistance agreements.

(a) This section is applicable to ac-
tivities under § 25.2(a)(5) except as oth-
erwise provided in parts 30 or 35.

(b) Each applicant for EPA financial
assistance shall set forth in the appli-
cation a public participation work plan
or work element which reflects how
public participation will be provided
for, encouraged, and assisted in accord-
ance with this part. This work plan or
element shall cover the project period.
At a minimum, the work plan or ele-
ment shall include:

(1) Staff contacts and budget re-
sources to be devoted to public partici-
pation by category;

(2) A proposed schedule for public
participation activities to impact
major decisions, including consultation
points where responsiveness summaries
will be prepared;

(3) An identification of consultation
and information mechanisms to be
used;

(4) The segments of the public tar-
geted for involvement.

(c) All reasonable costs of public par-
ticipation incurred by assisted agencies
which are identified in an approved
public participation work plan or ele-
ment, or which are otherwise approved
by EPA, shall be eligible for financial
assistance.

(d) The work plan or element may be
revised as necessary throughout the
project period with approval of the Re-
gional Administrator.

§ 25.12 Assuring compliance with pub-
lic participation requirements.

(a) Financial assistance programs—(1)
Applications. EPA shall review the pub-
lic participation work plan (or, if no
work plan is required by this chapter
for the particular financial assistance
agreement, the public participation
element) included in the application to
determine consistency with all policies
and requirements of this part. No fi-
nancial assistance shall be awarded un-
less EPA is satisfied that the public
participation policies and requirements

of this part and, any applicable public
participation requirements found else-
where in this chapter, will be met.

(2) Compliance—(i) Evaluation. EPA
shall evaluate compliance with public
participation requirements using the
work plan, responsiveness summary,
and other available information. EPA
will judge the adequacy of the public
participation effort in relation to the
objectives and requirements of § 25.3
and § 25.4 and other applicable require-
ments. In conducting this evaluation,
EPA may request additional informa-
tion from the assisted agency, includ-
ing records of hearings and meetings,
and may invite public comment on the
agency’s performance. The evaluation
will be undertaken as part of any mid-
project review required in various pro-
grams under this chapter; where no
such review is required the review shall
be conducted at an approximate mid-
point in continuing EPA oversight ac-
tivity. EPA may, however, undertake
such evaluation at any point in the
project period, and will do so whenever
it believes that an assisted agency may
have failed to meet public participa-
tion requirements.

(ii) Remedial actions. Whenever EPA
determines that an assisted agency has
not fully met public participation re-
quirements, EPA shall take actions
which it deems appropriate to mitigate
the adverse effects of the failure and
assure that the failure is not repeated.
For ongoing projects, that action shall
include, at a minimum, imposing more
stringent requirements on the assisted
agency for the next budget period or
other period of the project (including
such actions as more specific output
requirements and milestone schedules
for output achievement; interim EPA
review of public participation activi-
ties and materials prepared by the
agency, and phased release of funds
based on compliance with milestone
schedules.) EPA may terminate or sus-
pend part or all financial assistance for
non-compliance with public participa-
tion requirements, and may take any
further actions that it determines to be
appropriate in accordance with parts 30
and 35 of this chapter (see, in par-
ticular, §§ 30.340, Noncompliance and
30.615–3, Withholding of Payments, and
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subpart H of part 30, Modification, Sus-
pension, and Termination).

(b) State programs approved in lieu of
Federal programs. State compliance
with applicable public participation re-
quirements in programs specified in
§ 25.2(a) (6) and (7) and administered by
approved States shall be monitored by
EPA during the annual review of the
State’s program, and during any finan-
cial or program audit or review of
these programs. EPA may withdraw an
approved program from a State for fail-
ure to comply with applicable public
participation requirements.

(c) Other covered programs. Assuring
compliance with these public participa-
tion requirements for programs not
covered by paragraphs (a) and (b) of
this section is the responsibility of the
Administrator of EPA. Citizens with
information concerning alleged failures
to comply with the public participation
requirements should notify the Admin-
istrator. The Administrator will assure
that instances of alleged non-compli-
ance are promptly investigated and
that corrective action is taken where
necessary.

§ 25.13 Coordination and non-duplica-
tion.

The public participation activities
and materials that are required under
this part should be coordinated or com-
bined with those of closely related pro-
grams or activities wherever this will
enhance the economy, the effective-
ness, or the timeliness of the effort; en-
hance the clarity of the issue; and not
be detrimental to participation by the
widest possible public. Hearings and
meetings on the same matter may be
held jointly by more than one agency
where this does not conflict with the
policy of this paragraph. Special ef-
forts shall be made to coordinate pub-
lic participation procedures under this
part and applicable regulations else-
where in this chapter with environ-
mental assessment and analysis proce-
dures under 40 CFR part 6. EPA encour-
ages interstate agencies in particular
to develop combined proceedings for
the States concerned.

§ 25.14 Termination of reporting re-
quirements.

All reporting requirements specifi-
cally established by this part will ter-
minate on (5 years from date of publi-
cation) unless EPA acts to extend the
requirements beyond that date.

PART 26—PROTECTION OF HUMAN
SUBJECTS

Sec.
26.101 To what does this policy apply?
26.102 Definitions.
26.103 Assuring compliance with this pol-

icy—research conducted or supported by
any Federal Department or Agency.

26.104–26.106 [Reserved]
26.107 IRB membership.
26.108 IRB functions and operations.
26.109 IRB review of research.
26.110 Expedited review procedures for cer-

tain kinds of research involving no more
than minimal risk, and for minor
changes in approved research.

26.111 Criteria for IRB approval of research.
26.112 Review by institution.
26.113 Suspension or termination of IRB ap-

proval of research.
26.114 Cooperative research.
26.115 IRB records.
26.116 General requirements for informed

consent.
26.117 Documentation of informed consent.
26.118 Applications and proposals lacking

definite plans for involvement of human
subjects.

26.119 Research undertaken without the in-
tention of involving human subjects.

26.120 Evaluation and disposition of applica-
tions and proposals for research to be
conducted or supported by a Federal De-
partment or Agency.

26.121 [Reserved]
26.122 Use of Federal funds.
26.123 Early termination of research sup-

port: Evaluation of applications and pro-
posals.

26.124 Conditions.

AUTHORITY: 5 U.S.C. 301; 42 U.S.C. 300v–1(b).

SOURCE: 56 FR 28012, 28022, June 18, 1991,
unless otherwise noted.

§ 26.101 To what does this policy
apply?

(a) Except as provided in paragraph
(b) of this section, this policy applies
to all research involving human sub-
jects conducted, supported or otherwise
subject to regulation by any Federal
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